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Office Action Summary 



Application No. 



Applicant(s) 



Examiner 



Group Art Unit 



-7*. MAILING DATE ct «/» commmkMlon W>-> ontoomrslml KentMi IK. Condon*™*- 
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_MONTH(S) FROM THE MAILING DATE 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 
OF THIS COMMUNICATION. 

. Extensions of «me may be avai.ab.e under the provisions of 37 CFR 1 .136(a). .n no event, however, may a reply be timer, ffled after S.X (6) MONTHS 
from the mailing date of this ~^"™^ on - wjthjn the 8tatut minimum of tnirty (3 p) days will be considered timely. 

- If the period for reply specified above ,s ^^^^^^^ (6) MONTHS from the mailing date of this communication . 

- If NO period for reply s specified above, such period shall, by aeTaurc, expire oia \p f mw« ™ »B A wnnNcn m 1 1 q r 6 1 33) 

- Failur! Z Ircply vlin the set or extended period for reply will, by statute, cause the apphcaton to become ABANDONED (35 U.S.C. § 33). 

Status 

jfi Responsive to communication(s) filed on 

j# This action is FINAL. m 
□ Since this application is in condition for allowance except for formal ^V™**™ aS t0 the me " tS * ^ 

with the oractice under Ex parte Quayle, 1 935 CD. 1 1 ; 453 O.G. 21 3. 




Disposition of Claims 

Of the above claim(s) Vf> m ¥?j£$4 7 f /*?* 

□ Claim(s) 

□ Claim(s) 

□ Claim(s) 



is/are pending in the application, 
is/are withdrawn from consideration, 
is/are allowed, 
is/are rejected, 
is/are objected to. 

are subject to restriction or election 

requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The drawing(s) filed on is/are objected to by the Examiner 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 (a)-(d) 

□ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d). 

□ All DSome* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) _ 

□ received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 



•Certified copies not received: 

Attachments) 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Notice of Reference(s) Cited, PTO-892 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 



□ Interview Summary, PTO-41 3 

□ Notice of Informal Patent Application, PTO-152 

□ Other 



Office Action Summary 



J. S. Patent and Trademark Office 

PTO-326 (Rev. 9-97) 



Part of Paper No 



•U.S. GPO: 1998-454457/97505 
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Th 



is Office Action is in response to the amendment filed 



2/27/03 . 



The text of those sections of Title 35, U.S. Code not included 
in this action can be found in a prior Office Action. 



This application contains claims 45-49, 68, 71, and 73 drawn 
to an invention nonelected with traverse in the amendment filed 
11/22/02 in response to a telephone conference on 11/20/02. A 
complete reply to the final rejection must include cancellation of 
nonelected claims or other appropriate action (37 CFR 1.144) See 
MPEP § 821.01. 



The formal drawings filed 2/27/03 are acceptable. 



The rejection of claims 40, 42, 44, and 82-86 under 35 U.S.C. 
§ 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention is withdrawn in view of 
the amendment . 



The rejection of claims 40, 42, 44, and 82-86 under 35 U.S.C. 
101 because the claimed invention is not supported by either a 



} 
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credible asserted utility or a well established utility is 
maintained . 

Applicant's arguments have been fully considered but are not 
deemed to be persuasive. Applicant argues that the claimed 
compositions have been effective in treating the effects of HIV 
infection, including weight loss, KS lesions, and CD4* T cell 
counts. Applicant further argues that applicants have provided 
sufficient tests results in the present application to show the 
efficacy of the claimed composition and methods in humans and 
animal models with reference to pages 145-152 of the instant 
specification with the assertion that the compositions of the 
present invention were tested on SIV infected monkeys and humans 
infected with HIV. This is not persuasive because the disclosure 
is not commensurate with the claimed invention. The claims are 
directed to compositions comprising various fractions purified from 
hCG containing samples. The specification teaches using hCG in 
various treatments. The best that can be determined from the 
disclosure is that hCG has some efficacy. The part of the 
specification cited only teaches hCG, not the claimed fractions. 
Assuming, arguendo, that (3hCG or some fraction has some efficacy 
for treating the effects of HIV infection, claim 42 is directed a 
composition "effective in the treatment of HIV infection" which is 
contrary to applicant's arguments that the claims are directed to 
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treating the effects of HIV infection rather than HIV infection, 
per se. Therefore, the rejection is maintained. 



The rejection of claims 40, 42, 44, and 82-86 under 35 U.S.C. 
112, first paragraph. Specifically, since the claimed invention is 
not supported by either a credible asserted utility or a well 
established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention is 
maintained. 

Applicant's arguments are not persuasive for the reasons set 
forth above . 



The rejection of claims 40, 42, 44, and 82-86 are rejected 
under 35 U.S.C. §112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and/or use the invention is 
maintained. 

Applicant's arguments are not persuasive for the reasons set 
forth above . 



The rejection of claims 40, 42-44, and 82-86 are rejected 
under 35 U.S.C. 112, first paragraph, because the specification, 
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while being enabling for the composition extracted from urine, does 
not reasonably provide enablement for all "native" sources is 
withdrawn in view of the amendment to the claims. 



The following is a new ground of rejection necessitated by 
applicant ' s amendment . 



The following is a quotation of the second paragraph of 35 



U.S.C. 112: 



The specification shall conclude with one or more claims 
particularly pointing out and distinctly claiming the sub 3 ect 
matter which the applicant regards as his invention. 

Claims 40 and 86 are rejected under 35 U.S.C. § 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant regards 

as the invention. 

Claims 40 and 86 are unclear because the language "at least 
one fraction" must be changed to "more than one fraction" or "at 
least two" because the composition requires at least hCG (77 kD) or 
(3hCG (10 kD), and have a molecular weight (MW) of 40, 15, or 3 kD 
which makes for at least two fractions. The fraction can not 
comprise hCG or (5hCG and have a MW or of 40, 15, or 3 kD. 



o 
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The claimed invention is apparently free of the prior art of 



record . 



No 



claims are allowed. 



Applicant's amendment necessitated the new grounds of 
rejection. Accordingly, THIS ACTION IS MADE FINAL. See M.P.E.P. 
§ 706.07(a) . Applicant is reminded of the extension of time policy 
as set forth in 37 C.F.R. § 1.136(a). 



a SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL ACTION 
Tq out TO EXPIRE THREE MONTH S FROM THE DATE OF THIS ACTION. IN THE 
ILfJ J * TR £ ^ RESPONSE IS FILED WITHIN TWO MONTHS OF THE MAILING 

MsllZl EXPIRE LATER THM, SIX MONTHS FROM THE DATE OF THIS FINAL 
ACTION. 

Pacers related this application may be submitted to Group 1600 
by - jaxed tc ^ 1600 

^^rt^^S^ in tb. Official 

Gazette, 1096 OG (November 15, 1989) 308 _ 4242 and (70 3) 305- 

The Group 1600 Fax numbers are: (703) 308 4^ anu v/u 

Unofficial communications may be faxed to: (703) 308-4426. 
Any inquiry concerning ^--^^^jV^^^r 
be reached Monday to Thursday from 7:00am to 5:00pm. 



3014 
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If attempts to reach the examiner by telephone are unsuc- 
cessful, the examiner's supervisor, James Housel, can be reached on 
(703) 308-4027. 

Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group 
receptionist whose telephone number is (703) 308-0196. 




